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DETAILED ACTION 

1 . This action is responsive to the Amendment filed August 6, 2007. Claims 30, 
32-34, 39, 51-53, 56-60 have been amended, and claims 40-42, 64-65 and 79 have 
been canceled. Claims 43-58 and 66-78 remain withdrawn from consideration pursuant 
to 37 CFR 1.142(b), as being drawn to a nonelected invention. Accordingly, claims 30- 
39 and 59-63 are now under consideration. Applicant's amendments and arguments 
have been thoroughly reviewed. Any rejections and/or objections not reiterated in this 
action have been withdrawn. This action Is NON-FINAL. 

Claim Objections 

2. Claim 39 is objected to because of the following informalities: it recites "on a 
vector" rather than, e.g., "in a vector." Appropriate correction is required. 

3. Claims 32-33 and 35-37 are objected to because of the following informalities: 
the claims depend from a rejected base claim. 

Specification 

4. The specification contains sequence disclosures that are encompassed by the 
definitions for nucleotide and/or amino acid sequences set forth in 37 CFR 1 .821 (a) and 
(a)(2). However, the specification fails to comply with one or more of the requirements 
of 37 CFR 1 .821 through 1 .825 because the specification recite sequences that lack 
description by the appropriate sequence identifier set forth in the "Sequence Listing" as 
required by 37 CFR 1.821(d). In particular, it is noted that the description of Figures 2A- 
E appears to contain multiple errors. First, the description identifies HsKin17 as SEQ ID 
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NO: 25 and MmKin17 as SEQ ID NO: 26 (i.e., the reverse of the correct order). 
Second, the description identifies SEQ ID NO: 2 as encoding MmKin17; however, SEQ 
ID NO: 2 is too short to encode this amino acid sequence, and further, SEQ ID NO: 2 
corresponds to a polynucleotide encoding a deletion construct of the MmKin17 protein 
(see, e.g., text of claims 60-61 ). It appears that the nucleotide sequence identified as 
mmKinlZ.seq in Figure 2 may correspond to SEQ ID NO: 24; however, applicant should 
review this sequence to ensure that this is correct, and make the necessary 
amendments/ corrections to the description of Figure 2. Appropriate corrections for 
compliance are required. 

Claim Rejections - 35 USC § 112, first paragrapti 

5. In view of the cancellation of claims 40-42 and 64-65, the new matter rejection of 
these claims set forth in the prior Office action of April 5, 2007 is moot. 

6. In view of the amendment of claim 39 limiting the claim to a human cell 
comprising "the isolated polynucleotide of Claim 31 on a vector, wherein the vector is 
pCMVkin17AHR/' the new matter rejection of this claim set forth in the prior Office 
action of April 5, 2007 is withdrawn. The specification discloses human cells comprising 
this vector at, e.g., page 24-25 and 27-29. Further, the construction of the vector 
pCMVkin17 AHR is described in the specification at pages 24-25, such that the claimed 
cells could be made or isolated without undue experimentation (note in particular the 
disclosure in Bourdon et al [Oncogene 14:85-94 [1997] at page 93, left column, 
regarding the manner in which pCMVDT21 is prepared from the readily available vector 
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pCMV(3). Thus, no deposit is required under 35 USC 112, first paragraph (see MPEP 
2404.01 and 2404.02). 

7. The following is a quotation of the first paragraph of 35 U.S.C. 112: 

The specification shall contain a written description of the invention, and of the manner and process of 
making and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the 
art to which it pertains, or with which it is most nearly connected, to make and use the same and shall 
set forth the best mode contemplated by the inventor of carrying out his invention. 

8. Claims 30 and 59 are rejected under 35 U.S.C. 112, first paragraph, as failing to 
comply with the written description requirement. The claim(s) contains subject matter 
which was not described in the specification in such a way as to reasonably convey to 
one skilled in the relevant art that the inventor(s), at the time the application was filed, 
had possession of the claimed invention. This is written description rejection. 

The claims have been evaluated in accordance with the Guidelines for 
Examination of Patent Applications under the 35 USC 112, first paragraph "Written 
Description" Requirement (66 Fed Reg. 1099 [01/05/2001]) and in accordance with the 
guidance provided in MPEP 2163. 

It is first noted that each of claims 30 and 59 recite groups of sequences from 
which the "nucleotide sequence" of the claims is selected. This rejection applies to 
claim 30 to the extent that the claim is drawn to an isolated polynucleotide comprising "a 
nucleotide sequence which encodes a human kin17 protein which comprises the amino 
acid sequence in SEQ ID NO:26" and to claim 59 to the extent that the claim is drawn to 
an isolated polynucleotide "consisting of a nucleotide sequence which encodes a mouse 
kin17 protein which comprises the amino acid sequence in SEQ ID NO:25." The other 
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sequences encompassed by claims 30 and 59 are deletion constructs generated by 
applicants and therefore do not encompass molecules such as genes. 

Claim 30 is drawn to an isolated polynucleotide comprising "a nucleotide 
sequence which encodes a human kin17 protein which comprises the amino acid 
sequence in SEQ ID NO:26." Claim 59 is drawn to an isolated polynucleotide 
"consisting of a nucleotide sequence which encodes a mouse kin17 protein which 
comprises the. amino acid sequence in SEQ ID NO:25." While the specification does 
teach the complete amino acid sequences of human kin17 and mouse kin17, as well as 
cDNA sequences encoding them, the claims as written encompass any isolated nucleic 
acid that encodes the amino acid sequences set forth in SEQ ID Nos 26 and 25. Thus, 
the claims as written encompass the human gene that encodes SEQ ID NO: 26, and the 
mouse gene that encodes SEQ ID NO: 25. 

Possession of an invention may be shown in many ways. The written description 
requirement for a claimed genus may be satisfied through sufficient description of a 
representative number of species by (a) actual reduction to practice, (b) a clear 
depiction of the invention in drawings or in structural chemical formulas that are 
sufficiently detailed to show that applicant was in possession of the invention as a 
whole, or (c) a description of sufficient, relevant, identifying characteristics (i.e., 
structure or other physical and/or chemical properties, functional characteristics coupled 
with a known or disclosed correlation between function and structure, or a combination 
of such identifying characteristics) such that a person of skill in the art would recognize 
that applicant had possession of the claimed genus. A "representative number of 
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species" means that the species which are adequately described are representative of 
the entire genus. 

Possession may be shown by describing an actual reduction to practice of the 
claimed invention. In the instant case, Applicant has disclosed the cDNA sequences 
encoding SEQ ID Nos 26 and 25, and has thus reduced these particular species to 
practice. It is noted that the instant claims encompass any cDNA encoding SEQ ID Nos 
26 and 25, not just the particular cDNA sequences disclosed by applicants. Given that 
the genetic code is well known, a skilled artisan could readily envision other cDNAs 
encoding instant SEQ ID NOS 26 and 25, and would recognize that applicants had 
possession of such cDNAs at the time the invention was made (i.e., the particular 
species taught by applicant are in fact representative of a genus of cDNAs encoding 
SEQ ID NOS 26 and 25). However, the instant claims are not limited to such cDNA 
molecules, but rather encompass a broader genus of nucleic acids that includes human 
and mouse genes encoding instant SEQ ID Nos 26 and 25, respectively. One of skill in 
the art would recognize that the genus of the instant claims embraces nucleic acids 
including additional sequences such as promoter(s), introns, enhancer(s), etc. The 
specification at page 2 (last paragraph) teaches that "The chromosomal localization of 
the gene encoding the murine kin17 protein has been performed by in situ hybridization 
and found to be on chromosome 2 in mice" and that "The human Kin 17 gene is located 
on chromosome 10p15-p14." However, applicant has not disclosed the sequences of 
these genes, nor has applicant, e.g., separately disclosed promoter, enhancer, intronic 
sequences, etc., for these kin17 genes. As applicant has not disclosed any such gene 
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sequences, the species that have been reduced to practice (specifically, the cDNA 
sequences noted above) are not representative of the genus of nucleic acids embraced 
by the claims. Particularly, applicant has not reduced to practice any species 
representative of a human or mouse kin1 7 gene. 

Possession of an invention may also be shown by a clear depiction of the 
invention in drawings or in structural chemical formulas that are sufficiently detailed to 
show that applicant was in possession of the invention as a whole. However, in the 
instant case, applicant has not provided any such depiction of the genes noted above 
for which a description is lacking. 

Finally, possession of an invention may be shown by disclosure of detailed, 
relevant, identifying characteristics sufficient to show possession of the claimed genus. 
However, in the instant case, applicants have not provided either a disclosure of the 
complete gene sequences for human and/or mouse kin17, or, e.g., provided any kind of 
other descriptive information that would be sufficient to show possession of the claimed 
genus (for example, a separate disclosure of the various regulatory or intronic 
sequences that characterize kin17 and the relative positions of those sequences in the 
gene, etc.). It is noted that MPEP 2163 states that Tor some biomolecules, examples 
of identifying characteristics include a sequence, structure, binding affinity, binding 
specificity, molecular weight, and length." While such characteristics have clearly been 
provided by applicant with respect to the cDNAs noted above, applicant has not 
provided any of this descriptive information with respect to the genes now encompassed 
by the claims. Thus, while one of skill in the art would have recognized that applicant 
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was in possession of cDNAs encoding SEQ ID Nos 26 and 25, such cDNAs are not 
representative of the much broader genus of the instant claims, which encompass the 
genes encoding human and mouse kin17. Therefore, a person of skill in the art would 
not consider applicant to be in possession of the genus encompassed by the instant 
claims. 

Claim Rejections - 35 USC §112 

9. The following is a quotation of the second paragraph of 35 U.S.C. 112: 

The specification shall conclude with one or more claims particularly pointing out and distinctly 
claiming the subject matter which the applicant regards as his invention. 

10. Claims 34, 38, and 60-63 are rejected under 35 U.S.C. 112, second paragraph, 
as being indefinite for failing to particularly point out and distinctly claim the subject 
matter which applicant regards as the invention. 

Claims 34 and 38 are indefinite over the recitation of the limitation "with the 
exception that amino acids 129 to 228 are deleted" in claim 34. This language does not 
make clear whether "129 to 228" refers to SEQ ID NO: 26 or to the protein "which 
comprises" it, such that the properties of the polynucleotide encompassed by the claims 
are not clear. This rejection could be overcome by amending the claim such that it 
recites, e.g., "with the exception that amino acids 129 to 228 are deleted in SEQ ID NO: 
26, and comprises...." 

Claims 60-63 are indefinite over the recitation of the limitation "the amino acid 
sequence wherein amino acids 129 to 228 are deleted in SEQ ID NO:25" in claim 60. It 
is noted that claim 59 (from which claim 60 depends) refers to "the amino acid 
sequence in SEQ ID NO: 25 with the exception that amino acids 129 to 228 are deleted 
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in SEQ ID NO:25/' but not to any "amino acid sequence wherein amino acids 129 to 
228 are deleted in SEQ ID NO:25." The latter language does not clearly refer back to a 
sequence set forth in claim 59. This rejection could be overcome by amending the 
claim to refer to, e.g., "the amino acid sequence in SEQ ID NO: 25 wherein amino acids 
129 to 228 are deleted in SEQ ID NO:25." 

Claim Rejections - 35 USC § 102 

1 1 . The following is a quotation of the appropriate paragraphs of 35 U.S.C. 1 02 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
states. 

12. Claim 59 is rejected under 35 U.S.C. 102(b) as being anticipated by Angulo et al 
(Nucleic Acids Research 1 9(1 9):51 17-51 23 [1991]), as evidenced by the teachings of 
the specification. 

Claim 59 encompasses an isolated polynucleotide that "encodes a mouse kin17 
protein which comprises the amino acid sequence in SEQ ID NO: 25." Angulo et al 
teach a cDNA encoding mouse kin17 having an amino acid sequence that is identical to 
that of instant SEQ ID NO: 25 with the exception of two amino acids at positions 23-24 
of the protein (see alignment enclosed herewith)(see entire Angulo et al reference, 
particularly Figure 1 ). An inspection of Figure 1 of Angulo et al reveals that this two 
amino acid difference results from a single G-C transposition at nucleotides 93-94 of the 
sequence disclosed by Angulo et al as compared to the sequence set forth by applicant 
in Figure 2 (apparently instant SEQ ID NO: 24; note error in Figure legend referenced 
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above). Applicant's specification appears to disclose only the use of the mouse kin17 
cDNA sequence of Angulo et al (see, e.g., Example 5, particularly the top of page 24, 
describing the cloning of Angulo et al's sequence for use in expression assays; see also 
the reference to the sequence of Angulo et al at page 2). Further, he specification does 
not describe, e.g., the sequencing of any novel variant of mouse kin17, or provide any 
description or disclosure with respect to the sequence set forth in SEQ ID NO: 25 that 
would lead one of skill in the art to conclude that this represents a novel mouse 
sequence; rather, the teachings of the specification appear to indicate only the use of 
the prior art clone/sequence of Angulo et al in various assays, in the construction of new 
deletion constructs, etc. Further, as noted above, the description of Figure 2 (which 
provides both the amino acid and nucleotide sequences of mouse Kin17) contains 
multiple errors/misidentifications of sequences set forth therein. Accordingly, it appears 
that the only difference between applicant's sequence and that of Angulo et al is a 
typographical error, and that the actual polynucleotide and protein employed by 
applicants was in fact that of Angulo et al. Thus, Angulo et al anticipate the claimed 
invention. 

Conclusion 

13. An alignment of SEQ ID NO: 25 with the mouse Kin17 protein sequence of 
Angulo et al is cited to illustrate the 2 amino acid difference between the protein 
disclosed by applicants and that disclosed by Angulo et al. 

14. Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Diana B. Johannsen whose telephone number is 
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571/272-0744. The examiner can normally be reached on Monday and Thursday, 7:30 
am-4:00 pm. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor. Ram Shukia can be reached at 571/272-0735. The fax phone number for 
the organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000-^ 
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Primary Examiner 
Art Unit 1634 



